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DEPARTMENT OF HEALTH AND HUMAN SERVICES

Food and Drug Administration

21 CFR Part 558

New Animal Drugs for Use in Animal Feeds; Bacitracin Methylene Disalicylate  and

Roxarsone With Monensin

AGENCY: Food and Drug Administration, HHS.

ACTION: Final rule.

SUMMARY: “h Food and Drug ,Adtlli]listr:ltioll  ([ W-1 ) is amending the :Inima] drug rc:ulfitions

to reflect tipprova] of a supplcrncntal  nwv aninml drug application (NADA) filed by iilpharma

Inc. The supplemental NADA provides for using approved single in:redicnt bacitracin methylene

disalicylatc  ( BMD ). monensin. find roxarsone T>pc A medicated ar[iclcs to Imke an additional

use level of BMD in Type C medicated hroiltr chicken fczcls.

EFFECTIVE DATE: (Iii.sert tl{[tc i)fp[[blic{ltioil  in tlze Federal Register. )

FOR FURTHER INFORMATION CONTACT: Estclla Z. Jones. Center for i;etcrin~ry Medicine (HFV-

135), Food and Drug Administration, 7500 Stwdish Pi., Rockville, MD 20855, 301-827-7575.

SUPPLEMENTARY INFORMATION: Alpharma Inc., One Executive Dr., P.O. Box 1399, Fort Lee,

NJ 07024, filed supplemental NADA 116-088 that provides for combining approved BMD@ (10,

25, 30, 50, 60, or 75 grams per pound (g/lb) BMD), Coban@ (45 or 60 g/lb monensin sodium),

and 3–Nitro@ (45.4, 90, 227, or 360 g/lb roxarsone)  Type A medicated articles to make Type

C medicated broiler chicken feeds containing 100 to 200 g/ton(t) BMD, 90 to 110 g/t monensin

sodium, and 22.7 to 45.4 g/t roxarsone.  The BMD, monensin, and 22.7 to 34 g/t roxarsone Type

C medicated feeds are used as an aid in the control of necrotic enteritis caused or complicated

by Clostridium spp. or other organisms susceptible to BMD; as an aid in the prevention of

NF/f /



H?(LTiHIf[: and for incrcascd rate of Licight gain and impmfcd f-dcd cfficicnq.  The B\ ID. moncnsin.

and 22.7 to 45.4 g/t roxarsmm Tjpc C medicated feeds arc used as an oid in (I1c control of nccmtic

enteritis caused or complicated hy c/ostridil{})l  spp. or other organisms susccptih]c [o B}lD: as

an aid in the pre~ention of coccidiosis cawsecl by Ei)~l~’ric[  tetle[l(l. E. Ilcc’t[tri.r.  E. ([rc~n[{lii[~[,  E.

brllilefti, E, n~i]a[i.  ond E. ~)~a~-i)~~a;  and for increased rate of \veight gain. The supplcmenta] NADA

is approved as of December 24, 1998, and the regulations me amended in 21 CFR 558..355 by

revising paragraph (b)( 11 ) and adding paragraphs (f)( 1 )(xxvi) and (f)( 1 )(xxvii) to reflect the

approval. The basis for approval is discussed in the freedom of information summary,

In accordance ~vith the frcmiom of information pro~’isions of 21 CFR pzrt 20 and

514.1 l(e)( 2)( ii ), a summary t~f safct> and cffccli~cncss data and in f(lrmation suhmittccl 10 support

appro~al 01 the application may lx seen in the Dockets Management Branch LFfF,+305 j, Food

and Drug Administration, 5630 Fishers Lane. rm. 1061, Rock\ inc. NID 20852, between ~) a.m.

and 4 p.m., .}fondaj through Frid:ly.

‘ 1 C’FR 25.33(a)(2) that [his action is of a type that doesThe agency has determined under _

not individually or cumuloti~ely have a significant effect on [he human environment. Therefore.

neither an cntrironmcnta] assessment nor an rnf”ironmcnta]  impact statement is required.

List of Subjects in 21 CFR Pm-t 558

Animal drugs, Animal feeds.

Therefore, under the Federal Food, Drtlg, and Cosmetic Act and under authority delegated

to the Commissioner of Food and Drugs and redelegate to the Center for Veterinary Medicine,

21 CFR part 558 is amended as follows:

PART 558—NEW ANIMAL DRUGS FOR USE IN ANIMAL FEEDS

1. The authority citation for 21 CFR part 558 continues to read as follows:

Authority: 21 U.S.C. 360b, 371.
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~ 558.355 Monensin.
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(f) :, :, :+

(l),< * >+

(xxvi) Am(~[[}If  per ton. Monensin 90 to 110 grams plus haci[racin 100 to 200 grams and

roxarsone  22.7 to 34.0 grams,

(d) lfl(lic([[io}l.~,fi)t  [{so. .-is an aid in the control of nccro(ic cntcri[is caused or comp]icatcd

by Clo.s[ridil/nl  spp. or other organisms susceptible [o hacitracin me[h>rlcnc disalicylate: as an aid

in the prevention of coccidi[)sis caused by Ei)~~c’ri~i /(J?l(~llfi.  E, nc’cafri.v.  E. ficenlllin~[, E. })~[[.~-i~}l~i,

E. br~{)~e[~i,  and E. /t)ilc//i: for increased ra[t of \\cight gain and inlpro~ecl feed efficiency.

(b) Li}rli[atiofls, For broiler chickens onl>. Feed continuously as sole ration. Use m sole source

of organic arsenic. Withdraw 5 days before slaughter. Do not feed to laying hens. To control

necrotic enteritis, start medication at first clinical signs of disease. The dosage range permitted

provides for different levels based on [he severity of infection. Use continuously for 5 to 7 days

or as long as clinical signs persist, then reduce dosage to prevention level. Animals should have

access to drinking water at all times. Drug overdosage or lack of water may result in leg weakness.

As roxarsone and bacitracin methylene disalicylate provided by No. 046573 in $5 1O.6OO(C) of

this chapter.

(xxvii) Amount per fen. Monensin 90 to 110 grams plus bacitracin 100 to 200 grams and

roxarsone 22.7 to 45.4 grams.

(a) Indications for use. As an aid in the control of necrotic enteritis caused or complicated

by Clostridiwn  spp. or other organisms susceptible to bacitracin methylene disalicylate; as an aid
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/ . E //c’L’[/Tt’r.\”. E. (l(’(’r’I’:(l~) )(l. F. //)(/.  \lJ///(/,in [he prci~ntit~n 01’ c{)c~’idiosis Cauicd h~ Ei}~?c’ri~l ft’1)(’! ,[

E. br[[IIef[i. and E. )tIiI~/[i;  for increased rate of ~i eight sain.

(b) Limitf/lioHs. For broiler chickcms only. Fed continuously as SOIC ra[ion. [’SC as sole source

of organic arsenic. Withdra\v 5 days before slaughter. Do not feed to laying hem. To control

necrotic enttmitis, start medication at first clinical signs of disease. The dosage range permitted

provides for different lcve]s based on the severity of infection. ~~se continuous}’ for 5 to 7 days
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this chapter.

Dated: ‘/—. _!.;..~ 3. la . . . .._—
Janhary  ’13, 1999

_...Q!iQQ=--Q=
Andrew  J. .Tje;Iu  I ieu
:lctin~ Direct,>r
OEfice of SeI$T Animal Drug
Evaluation
Center for I’eteri:lary
>!edicine

[FR DOC,  99-’? ’?’?’7 ~i]cd ‘7’)-’!’?-99:  s:~f  :im]

BILLING CODE 4160-01-F
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